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DETAILED ACTION 

Response to Arguments 

1 . Applicant's arguments filed on March 26 th , 2008 have been fully considered but they are 
not persuasive. The applicant argues that there is no suggestion in Riccio that cylinder 18 be used 
as a first medicament container containing a first medicament as recited in claim 1 . The examiner 
disagrees with the applicant's argument. Column 5 lines 25-30 of the Riccio reference states that 
" Moreover, while the piston cylinder air pressurizing means have been described as a specific 
source of gas under pressure, other sources could be provided, for example, a valved 
conventional aerosol can containing a conventional propellant under pressure." This statement 
provides an implicit teaching that the cylinder 18 can be used as a first medicament container as 
recited in claim 1 . 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention w as patented or described in a primed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

3. Claims 1-4, 12-14, 17 and 18 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Riccio (US 3,923,202). 

4. As to claims 1,17 and 18, Riccio teaches an apparatus that comprises a first medicament 
container 18 containing the first medicament (see figure 1); at least one further medicament 
dispenser 32containing the at least one further medicament (see figure 1); a mixing chamber 17 
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(see figure 1) comprising inlets for receiving medicament from each medicament dispenser and 
an outlet for delivery of the combination medicament dispenser (see column 5 lines 1-10); 
wherein said first medicament dispenser and said at least one further medicament dispenser 
enable the first arid the at least one further medicament to be kept separate until the point of 
device, and the first medicament dispenser is different in type to the at least one further 
medicament dispenser (see column 4 lines 55-68 and column 5 lines 1-10). 

5. As to claim 2, Riccio teaches an apparatus wherein the device comprises the first 
medicament dispenser and only one further medicament dispenser (see figure 1). 

6. As to claim 3, Riccio teaches an apparatus wherein the first medicament dispenser is 
selected from the group consisting of a reservoir dry powder inhaler (RDPI), a multi-dose dry 
powder inhaler (MDPI), a unit dose dry powder inhaler (UDPI), a metered dose inhaler (MDI) 
and a liquid spray inhaler (LSI) and the at least one further medicament dispenser is selected 
from the group consisting of a reservoir dry powder inhaler (RDPI), a multi-dose dry powder 
inhaler (MDPI), a unit dose dry powder inhaler (UDPI), a metered dose inhaler (MDI) and a 
liquid spray inhaler (LSI) (see column 4 lines 55-68). 

7. As to claim 4, Riccio teaches an apparatus wherein the first medicament dispenser is a 
reservoir dry powder inhaler (RDPI), and the at least one further medicament dispenser is of a 
type selected from the group consisting of a multi-dose dry powder inhaler (MDPI), a metered 
dose inhaler (MDI) and a liquid spray inhaler (LSI) (see column 4 lines 55-68). 
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8. As to claim 12, Riccio teaches an apparatus wherein the metered dose inhaler (MDI) is 
arranged to reversibly receive a liquid container suitable for containing medicament in liquid 
form (see column 4 lines 55-68). 

9. As to claim 13, Riccio teaches an apparatus that comprises a coupled actuator for the first 
medicament dispenser and the at least one further medicament dispenser (see figure 1). 

10. As to claim 14, Riccio teaches an apparatus wherein said outlet communicates with a 
common mouthpiece 14 (see figure 1). 



Claim Rejections - 35 USC §103 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

12. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

13. Claim 23 rejected under 35 U.S.C. 103(a) as being unpatentable over Riccio (US 



3,923,202). 
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14. As to claim 23, Riccio substantially discloses the apparatus for performing a method see 
rejection above. Further, Riccio also discloses the method step of providing a patient in need 
thereof a medicament dispenser device and dispensing a combination medicament product from 
said device (see column 4 lines 55-68 and column 5 lines 1-10). 

15. Claims 5-11 are rejected under 35 U.S.C. 103(a) as being unpatentable over Riccio (US 
3,923,202) in view of Marand (US 3,704,725). 

Riccio does not teach a unitary medicament dispenser device for use in the delivery of a first 
medicament and at least one further medicament as a combination medicament product. 
However, Marand teaches a unitary medicament dispenser (Figure 1), product container (first 
medicament dispenser), (1) and a propellant: cartridge (at least one further medicament 
dispenser) (9), that dispenses a combination medicament product by means of coupler-aspirator 
(3). Therefore, it would have been obvious, to one having ordinary skill in the art at the time of 
the invention, to modify the device of Riccio to allow the dispensing of a combination 
medicament product, as taught by Marand, as such a modification would allow a user or patient 
to inhale a specialized medicament for an appropriate treatment that results from two separate 
initial medicaments. 

16. Claims 19-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over Riccio (US 
3,923,202) in view of Makiej, Jr. (US 5,002,048). 

17. As to claims 19-22, Riccio substantially discloses the claimed invention, see rejection of 
claim 1 above, but does not discloses a first medicament that comprises a bronchodilator (beta- 
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agonist) and the at least one further medicament comprises an anti-inflammatory (steroid). 
Makiej teaches an apparatus that does provide a first medicament that comprises a 
bronchodilator (beta-agonist) and the at least one further medicament comprises an anti- 
inflammatory (steroid) (see column 3 lines 1-15). Therefore, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify Riccio's invention 
by providing a first medicament that comprises a bronchodilator (beta-agonist) and the at least 
one further medicament comprises an anti-inflammatory (steroid) as taught by Makiej in order to 
make it easier to breathe. 

18. Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Riccio (US 
3,923,202) in view of Anderson et al. (US 6,958,691). 

19. As to claim 16, Riccio substantially discloses the claimed invention, see rejection of 
claim 1 above, but does not disclose a breath sensor for sensing the breath of a patient wherein 
actuation of the first medicament dispenser and/or the at least one further medicament dispenser 
is responsive to said breath sensor. Anderson teaches an apparatus that comprises a breath sensor 
for sensing the breath of a patient wherein actuation of the first medicament dispenser and/or the 
at least one further medicament dispenser is responsive to said breath sensor (see column 11 
lines 5-15). Therefore, it would have been obvious to one having ordinary skill in the art at the 
time the invention was made to modify Riccio's invention by providing a breath sensor for 
sensing the breath of a patient wherein actuation of the first medicament dispenser and/or the at 
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least one further medicament dispenser is responsive to said breath sensor as taught by Anderson 
in order to prevent waste of medicament. 



Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to NIHIR PATEL whose telephone number is (571)272-4803. The 
examiner can normally be reached on 7:30 to 4:30 every other Fridays off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patricia Bianco can be reached on (571) 272-4940. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 1 0/523 ,066 Page 8 

Art Unit: 3772 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Nihir Patel/ 
Examiner, Art Unit 3772 

/Patricia Bianco/ 

Supervisory Patent Examiner, Art Unit 3772 



